






mailto:william.goeller@pentaxmedical.com





	001_Table of Contents
	002_Section 1.00 Cover Letter
	003_Section 2.00 Special 510(k) RTA Checklist
	004_Section 3.00 User Fee Cover Sheet (Form 3601)
	005_Section 4.00 CDRH Premarket Review Submission Cover Sheet (Form 3514)
	006_Section 5.00 Standards Data Report for 510(k)s (Form 3654)
	007_Section 6.00 510(k) Summary
	008_Section 7.00 Device Modifications Summary
	009_Section 8.00 Truthful and Accuracy Statement
	010_Section 9.00 Class III Certification and Summary
	011_Section 10.00 Device Names and Previously Cleared 510(k)s
	012_Section 11.00 Description of Device Modification
	013_Section 12.00 Labeling
	014_Section 13.00 Summary of Design Control Activities
	015_Section 14.00 Risk Management
	016_Section 15.00 Modification Verification and Validation
	017_Section 16.00 Declaration of Conformity with Design Controls
	Untitled
	018_Section 17 Sterilization, Shelf-Life and Biocompatibility
	019_Attachment 1 Labeling
	EG-3270UK Instructions for Use
	EPK-i5010 Owner's Manual
	EG-3670URK,EG-3870UTK OIFU Ultrasound Scanning Compatibility Addendum

	020_Attachment 2 Hitachi Cybersecurity Documentation for ARIETTA 70 and HI VISION Preirus
	Attachment 2.01 ARIETTA 70 Cybersecurity Document
	Attachment 2.02 HI VISION Preirus Security Patch MS17-010 Installation Procedure

	021_Attachment 3 Hitachi Reports for ARIETTA 70 with EG-3270UK, EG-3670URK and EG-3870UTK
	Attachment 3.01Hitachi PENTAX Probe EG-3270UK with ARIETTA 70 510(k) Report
	Attachment 3.02 Hitachi PENTAX Probe EG-3670URK with ARIETTA 70 510(k) Report
	Attachment 3.03 Hitachi PENTAX Probe EG-3870UTK with ARIETTA 70 510(k) Report




